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files all copies of each unaccepted or
defective order form and each state-
ment attached thereto.

(b) The supplier shall retain Copy 1 of
each order form which he/she has filled.

(c) Order forms must be maintained
separately from all other records of the
registrant. Order forms are required to
be kept available for inspection for a
period of 2 years. If a purchaser has
several registered locations, he/she
must retain Copy 3 of the executed
order forms and any attached state-
ments or other related documents (not
including unexecuted order forms
which may be kept elsewhere pursuant
to § 1305.06(d)) at the registered loca-
tion printed on the order form.

(d) The supplier of carfentanil
etorphine hydrochloride and
diprenorphine shall maintain order
forms for these substances separately
from all other order forms and records
required to be maintained by the reg-
istrant.

[36 FR 7796, Apr. 24, 1971. Redesignated at 38
FR 26609, Sept. 24, 1973, and amended at 39
FR 17839, May 21, 1974; 54 FR 33674, Aug. 16,
1989; 62 FR 13964, Mar. 24, 1997]

§ 1305.14 Return of unused order
forms.

If the registration of any purchaser
terminates (because the purchaser dies,
ceases legal existence, discontinues
business or professional practice, or
changes his name or address as shown
on his registration) or is suspended or
revoked pursuant to § 1301.36 of this
chapter as to all controlled substances
listed in Schedules I and II for which
he/she is registered, he/she shall return
all unused order forms for such sub-
stance to the nearest office of the Ad-
ministration.

[36 FR 7796, Apr. 24, 1971, as amended at 36
FR 18732, Sept. 21, 1971. Redesignated at 38
FR 26609, Sept. 24, 1973, as amended at 62 FR
13964, Mar. 24, 1997]

§ 1305.15 Cancellation and voiding of
order forms.

(a) A purchaser may cancel part or
all of an order on an order form by no-
tifying the supplier in writing of such
cancellation. The supplier shall indi-
cate the cancellation on Copies 1 and 2
of the order form by drawing a line
through the canceled items and print-

ing ‘‘canceled’’ in the space provided
for number of items shipped.

(b) A supplier may void part or all of
an order on an order form by notifying
the purchaser in writing of such void-
ing. The supplier shall indicate the
voiding in the manner prescribed for
cancellation in paragraph (a) of this
section.

(c) No cancellation or voiding per-
mitted by this section shall affect in
any way contract rights of either the
purchaser or the supplier.

[36 FR 7796, Apr. 24, 1971, as amended at 36
FR 13386, July 21, 1971. Redesignated at 38 FR
26609, Sept. 24, 1973]

§ 1305.16 Special procedure for filling
certain order forms.

(a) The purchaser of carfentanil
etorphine hydrochloride or
diprenorphine shall submit copy 1 and 2
of the order form to the supplier and
retain copy 3 in his own files.

(b) The supplier, if he/she determines
that the purchaser is a veterinarian en-
gaged in zoo and exotic animal prac-
tice, wildlife management programs
and/or research and authorized by the
Administrator to handle these sub-
stances shall fill the order in accord-
ance with the procedures set forth in
§ 1305.09 except that:

(1) Order forms for carfentanil
etorphine hydrochloride and
diprenorphine shall only contain these
substances in reasonable quantities
and

(2) The substances shall only be
shipped to the purchaser at the loca-
tion printed by the Administration
upon the order form under secure con-
ditions using substantial packaging
material with no markings on the out-
side which would indicate the content.

[39 FR 17839, May 21, 1974, as amended at 54
FR 33674, Aug. 16, 1989; 62 FR 13964, Mar. 24,
1997]
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AUTHORITY: 21 U.S.C. 821, 829, 871(b), unless
otherwise noted.

SOURCE: 36 FR 7799, Apr. 24, 1971; 36 FR
13386, July 21, 1971, unless otherwise noted.
Redesignated at 38 FR 26609, Sept. 24, 1973.

GENERAL INFORMATION

§ 1306.01 Scope of part 1306.
Rules governing the issuance, filling

and filing of prescriptions pursuant to
section 309 of the Act (21 U.S.C. 829) are
set forth generally in that section and
specifically by the sections of this part.

§ 1306.02 Definitions.
Any term contained in this part shall

have the definition set forth in section
102 of the Act (21 U.S.C. 802) or part
1300 of this chapter.

[62 FR 13964, Mar. 24, 1997]

§ 1306.03 Persons entitled to issue pre-
scriptions.

(a) A prescription for a controlled
substance may be issued only by an in-
dividual practitioner who is:

(1) authorized to prescribe controlled
substances by the jurisdiction in which
he is licensed to practice his profession
and

(2) either registered or exempted
from registration pursuant to
§§ 1301.22(c) and 1301.23 of this chapter.

(b) A prescription issued by an indi-
vidual practitioner may be commu-
nicated to a pharmacist by an em-

ployee or agent of the individual prac-
titioner.

[36 FR 7799, Apr. 24, 1971, as amended at 36
FR 18732, Sept. 21, 1971. Redesignated at 38
FR 26609, Sept. 24, 1973, as amended at 62 FR
13966, Mar. 24, 1997]

§ 1306.04 Purpose of issue of prescrip-
tion.

(a) A prescription for a controlled
substance to be effective must be
issued for a legitimate medical purpose
by an individual practitioner acting in
the usual course of his professional
practice. The responsibility for the
proper prescribing and dispensing of
controlled substances is upon the pre-
scribing practitioner, but a cor-
responding responsibility rests with
the pharmacist who fills the prescrip-
tion. An order purporting to be a pre-
scription issued not in the usual course
of professional treatment or in legiti-
mate and authorized research is not a
prescription within the meaning and
intent of section 309 of the Act (21
U.S.C. 829) and the person knowingly
filling such a purported prescription, as
well as the person issuing it, shall be
subject to the penalties provided for
violations of the provisions of law re-
lating to controlled substances.

(b) A prescription may not be issued
in order for an individual practitioner
to obtain controlled substances for sup-
plying the individual practitioner for
the purpose of general dispensing to pa-
tients.

(c) A prescription may not be issued
for the dispensing of narcotic drugs
listed in any schedule for ‘‘detoxifica-
tion treatment’’ or ‘‘maintenance
treatment’’ as defined in Section 102 of
the Act (21 U.S.C. 802).

[36 FR 7799, Apr. 24, 1971. Redesignated at 38
FR 26609, Sept. 24, 1973, and amended at 39
FR 37986, Oct. 25, 1974]

§ 1306.05 Manner of issuance of pre-
scriptions.

(a) All prescriptions for controlled
substances shall be dated as of, and
signed on, the day when issued and
shall bear the full name and address of
the patient, the drug name, strength,
dosage form, quantity prescribed, di-
rections for use and the name, address
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and registration number of the practi-
tioner. A practitioner may sign a pre-
scription in the same manner as he
would sign a check or legal document
(e.g., J.H. Smith or John H. Smith).
Where an oral order is not permitted,
prescriptions shall be written with ink
or indelible pencil or typewriter and
shall be manually signed by the practi-
tioner. The prescriptions may be pre-
pared by the secretary or agent for the
signature of a practitioner, but the pre-
scribing practitioner is responsible in
case the prescription does not conform
in all essential respects to the law and
regulations. A corresponding liability
rests upon the pharmacist who fills a
prescription not prepared in the form
prescribed by these regulations.

(b) An individual practitioner ex-
empted from registration under
§ 1301.22(c) of this chapter shall include
on all prescriptions issued by him or
her the registration number of the hos-
pital or other institution and the spe-
cial internal code number assigned to
him or her by the hospital or other in-
stitution as provided in § 1301.22(c) of
this chapter, in lieu of the registration
number of the practitioner required by
this section. Each written prescription
shall have the name of the physician
stamped, typed, or handprinted on it,
as well as the signature of the physi-
cian.

(c) An official exempted from reg-
istration under § 1301.22(c) shall include
on all prescriptions issued by him his
branch of service or agency (e.g., ‘‘U.S.
Army’’ or ‘‘Public Health Service’’) and
his service identification number, in
lieu of the registration number of the
practitioner required by this section.
The service identification number for a
Public Health Service employee is his
Social Security identification number.
Each prescription shall have the name
of the officer stamped, typed, or
handprinted on it, as well as the signa-
ture of the officer.

[36 FR 7799, Apr. 24, 1971, as amended at 36
FR 18733, Sept. 21, 1971. Redesignated at 38
FR 26609, Sept. 24, 1973, and amended at 56
FR 25026, June 3, 1991; 60 FR 36641, July 18,
1995; 62 FR 13966, Mar. 24, 1997]

§ 1306.06 Persons entitled to fill pre-
scriptions.

A prescription for controlled sub-
stances may only be filled by a phar-
macist acting in the usual course of his
professional practice and either reg-
istered individually or employed in a
registered pharmacy or registered in-
stitutional practitioner.

§ 1306.07 Administering or dispensing
of narcotic drugs.

(a) The administering or dispensing
directly (but not prescribing) of nar-
cotic drugs listed in any schedule to a
narcotic drug dependent person for
‘‘detoxification treatment’’ or ‘‘main-
tenance treatment’’ as defined in sec-
tion 102 of the Act (21 U.S.C. 802) shall
be deemed to be within the meaning of
the term ‘‘in the course of his profes-
sional practice or research’’ in section
308(e) and section 102(20) of the Act (21
U.S.C. 828 (e)): Provided, That the prac-
titioner is separately registered with
the Attorney General as required by
section 303(g) of the Act (21 U.S.C.
823(g)) and then thereafter complies
with the regulatory standards imposed
relative to treatment qualification, se-
curity, records and unsupervised use of
drugs pursuant to such Act.

(b) Nothing in this section shall pro-
hibit a physician who is not specifi-
cally registered to conduct a narcotic
treatment program from administering
(but not prescribing) narcotic drugs to
a person for the purpose of relieving
acute withdrawal symptoms when nec-
essary while arrangements are being
made for referral for treatment. Not
more than one day’s medication may
be administered to the person or for
the person’s use at one time. Such
emergency treatment may be carried
out for not more than three days and
may not be renewed or extended.

(c) This section is not intended to im-
pose any limitations on a physician or
authorized hospital staff to administer
or dispense narcotic drugs in a hospital
to maintain or detoxify a person as an
incidental adjunct to medical or sur-
gical treatment of conditions other
than addiction, or to administer or dis-
pense narcotic drugs to persons with
intractable pain in which no relief or
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cure is possible or none has been found
after reasonable efforts.

[39 FR 37986, Oct. 25, 1974]

CONTROLLED SUBSTANCES LISTED IN
SCHEDULE II

§ 1306.11 Requirement of prescription.
(a) A pharmacist may dispense di-

rectly a controlled substance listed in
Schedule II, which is a prescription
drug as determined under the Federal
Food, Drug, and Cosmetic Act, only
pursuant to a written prescription
signed by the practitioner, except as
provided in paragraph (d) of this sec-
tion. A prescription for a Schedule II
controlled substance may be trans-
mitted by the practitioner or the prac-
titioner’s agent to a pharmacy via fac-
simile equipment, provided that the
original written, signed prescription is
presented to the pharmacist for review
prior to the actual dispensing of the
controlled substance, except as noted
in paragraph (e), (f), or (g) of this sec-
tion. The original prescription shall be
maintained in accordance with
§ 1304.04(h) of this chapter.

(b) An individual practitioner may
administer or dispense directly a con-
trolled substance listed in Schedule II
in the course of his professional prac-
tice without a prescription, subject to
§ 1306.07.

(c) An institutional practitioner may
administer or dispense directly (but
not prescribe) a controlled substance
listed in Schedule II only pursuant to a
written prescription signed by the pre-
scribing individual practitioner or to
an order for medication made by an in-
dividual practitioner which is dis-
pensed for immediate administration
to the ultimate user.

(d) In the case of an emergency situa-
tion, as defined by the Secretary in
§ 290.10 of this title, a pharmacist may
dispense a controlled substance listed
in Schedule II upon receiving oral au-
thorization of a prescribing individual
practitioner, provided that:

(1) The quantity prescribed and dis-
pensed is limited to the amount ade-
quate to treat the patient during the
emergency period (dispensing beyond
the emergency period must be pursuant
to a written prescription signed by the
prescribing individual practitioner);

(2) The prescription shall be imme-
diately reduced to writing by the phar-
macist and shall contain all informa-
tion required in § 1306.05, except for the
signature of the prescribing individual
practitioner;

(3) If the prescribing individual prac-
titioner is not known to the phar-
macist, he must make a reasonable ef-
fort to determine that the oral author-
ization came from a registered indi-
vidual practitioner, which may include
a callback to the prescribing individual
practitioner using his phone number as
listed in the telephone directory and/or
other good faith efforts to insure his
identity; and

(4) Within 7 days after authorizing an
emergency oral prescription, the pre-
scribing individual practitioner shall
cause a written prescription for the
emergency quantity prescribed to be
delivered to the dispensing pharmacist.
In addition to conforming to the re-
quirements of § 1306.05, the prescription
shall have written on its face ‘‘Author-
ization for Emergency Dispensing,’’
and the date of the oral order. The
written prescription may be delivered
to the pharmacist in person or by mail,
but if delivered by mail it must be
postmarked within the 7 day period.
Upon receipt, the dispensing phar-
macist shall attach this prescription to
the oral emergency prescription which
had earlier been reduced to writing.
The pharmacist shall notify the near-
est office of the Administration if the
prescribing individual practitioner
fails to deliver a written prescription
to him; failure of the pharmacist to do
so shall void the authority conferred
by this paragraph to dispense without
a written prescription of a prescribing
individual practitioner.

(e) A prescription prepared in accord-
ance with § 1306.05 written for a Sched-
ule II narcotic substance to be com-
pounded for the direct administration
to a patient by parenteral, intra-
venous, intramuscular, subcutaneous
or intraspinal infusion may be trans-
mitted by the practitioner or the prac-
titioner’s agent to the pharmacy by
facsimile. The facsimile serves as the
original written prescription for pur-
poses of this paragraph (e) and it shall
be maintained in accordance with
§ 1304.04(h) of this chapter.
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(f) A prescription prepared in accord-
ance with § 1306.05 written for Schedule
II substance for a resident of a Long
Term Care Facility may be trans-
mitted by the practitioner or the prac-
titioner’s agent to the dispensing phar-
macy by facsimile. The facsimile
serves as the original written prescrip-
tion for purposes of this paragraph (f)
and it shall be maintained in accord-
ance with § 1304.04(h).

(g) A prescription prepared in accord-
ance with § 1306.05 written for a Sched-
ule II narcotic substance for a patient
enrolled in a hospice care program cer-
tified and/or paid for by Medicare under
Title XVIII or a hospice program which
is licensed by the state may be trans-
mitted by the practitioner or the prac-
titioner’s agent to the dispensing phar-
macy by facsimile. The practitioner or
the practitioner’s agent will note on
the prescription that the patient is a
hospice patient. The facsimile serves as
the original written prescription for
purposes of this paragraph (g) and it
shall be maintained in accordance with
§ 1304.04(h).

[36 FR 7799, Apr. 24, 1971, as amended at 36
FR 18733, Sept. 21, 1971. Redesignated at 38
FR 26609, Sept. 24, 1973 and amended at 53 FR
4964, Feb. 19, 1988; 59 FR 26111, May 19, 1994;
59 FR 30832, June 15, 1994; 62 FR 13964, Mar.
24, 1997; 65 FR 45713, July 25, 2000]

§ 1306.12 Refilling prescriptions.
The refilling of a prescription for a

controlled substance listed in Schedule
II is prohibited.

§ 1306.13 Partial filling of prescrip-
tions.

(a) The partial filling of a prescrip-
tion for a controlled substance listed in
Schedule II is permissible, if the phar-
macist is unable to supply the full
quantity called for in a written or
emergency oral prescription and he
makes a notation of the quantity sup-
plied on the face of the written pre-
scription (or written record of the
emergency oral prescription). The re-
maining portion of the prescription
may be filled within 72 hours of the
first partial filling; however, if the re-
maining portion is not or cannot be
filled within the 72-hour period, the
pharmacist shall so notify the pre-
scribing individual practitioner. No

further quantity may be supplied be-
yond 72 hours without a new prescrip-
tion.

(b) A prescription for a Schedule II
controlled substance written for a pa-
tient in a Long Term Care Facility
(LTCF) or for a patient with a medical
diagnosis documenting a terminal ill-
ness may be filled in partial quantities
to include individual dosage units. If
there is any question whether a patient
may be classified as having a terminal
illness, the pharmacist must contact
the practitioner prior to partially fill-
ing the prescription. Both the phar-
macist and the prescribing practitioner
have a corresponding responsibility to
assure that the controlled substance is
for a terminally ill patient. The phar-
macist must record on the prescription
whether the patient is ‘‘terminally ill’’
or an ‘‘LTCF patient.’’ A prescription
that is partially filled and does not
contain the notation ‘‘terminally ill’’
or ‘‘LTCF patient’’ shall be deemed to
have been filled in violation of the Act.
For each partial filling, the dispensing
pharmacist shall record on the back of
the prescription (or on another appro-
priate record, uniformly maintained,
and readily retrievable) the date of the
partial filling, quantity dispensed, re-
maining quantity authorized to be dis-
pensed, and the identification of the
dispensing pharmacist. The total quan-
tity of Schedule II controlled sub-
stances dispensed in all partial fillings
must not exceed the total quantity pre-
scribed. Schedule II prescriptions for
patients in a LTCF or patients with a
medical diagnosis documenting a ter-
minal illness shall be valid for a period
not to exceed 60 days from the issue
date unless sooner terminated by the
discontinuance of medication.

(c) Information pertaining to current
Schedule II prescriptions for patients
in a LTCF or for patients with a med-
ical diagnosis documenting a terminal
illness may be maintained in a comput-
erized system if this system has the ca-
pability to permit:

(1) Output (display or printout) of the
original prescription number, date of
issue, identification of prescribing indi-
vidual practitioner, identification of
patient, address of the LTCF or address
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of the hospital or residence of the pa-
tient, identification of medication au-
thorized (to include dosage, form,
strength and quantity), listing of the
partial fillings that have been dis-
pensed under each prescription and the
information required in § 1306.13(b).

(2) Immediate (real time) updating of
the prescription record each time a
partial filling of the prescription is
conducted.

(3) Retrieval of partially filled Sched-
ule II prescription information is the
same as required by § 1306.22(b) (4) and
(5) for Schedule III and IV prescription
refill information.

(Authority: 21 U.S.C. 801, et seq.)

[36 FR 7799, Apr. 24, 1971. Redesignated at 38
FR 26609, Sept. 24, 1973, and amended at 45
FR 54330, July 15, 1980; 56 FR 25027, June 3,
1991; 62 FR 13965, Mar. 24, 1997]

§ 1306.14 Labeling of substances and
filling of prescriptions.

(a) The pharmacist filling a written
or emergency oral prescription for a
controlled substance listed in Schedule
II shall affix to the package a label
showing date of filling, the pharmacy
name and address, the serial number of
the prescription, the name of the pa-
tient, the name of the prescribing prac-
titioner, and directions for use and
cautionary statements, if any, con-
tained in such prescription or required
by law.

(b) The requirements of paragraph (a)
of this section do not apply when a
controlled substance listed in Schedule
II is prescribed for administration to
an ultimate user who is institutional-
ized: Provided, That:

(1) Not more than 7-day supply of the
controlled substance listed in Schedule
II is dispensed at one time;

(2) The controlled substance listed in
Schedule II is not in the possession of
the ultimate user prior to the adminis-
tration;

(3) The institution maintains appro-
priate safeguards and records regarding
the proper administration, control, dis-
pensing, and storage of the controlled
substance listed in Schedule II; and

(4) The system employed by the phar-
macist in filling a prescription is ade-
quate to identify the supplier, the
product, and the patient, and to set

forth the directions for use and cau-
tionary statements, if any, contained
in the prescription or required by law.

(c) All written prescriptions and
written records of emergency oral pre-
scriptions shall be kept in accordance
with requirements of § 1304.04(h) of this
chapter.

[36 FR 13368, July 21, 1971, as amended at 37
FR 15921, Aug. 8, 1972. Redesignated at 38 FR
26609, Sept. 24, 1973, as amended at 62 FR
13965, Mar. 24, 1997]

CONTROLLED SUBSTANCES LISTED IN
SCHEDULES III, IV, AND V

§ 1306.21 Requirement of prescription.

(a) A pharmacist may dispense di-
rectly a controlled substance listed in
Schedule III, IV, or V which is a pre-
scription drug as determined under the
Federal Food, Drug, and Cosmetic Act,
only pursuant to either a written pre-
scription signed by a practitioner or a
facsimile of a written, signed prescrip-
tion transmitted by the practitioner or
the practitioner’s agent to the phar-
macy or pursuant to an oral prescrip-
tion made by an individual practitioner
and promptly reduced to writing by the
pharmacist containing all information
required in § 1306.05, except for the sig-
nature of the practitioner.

(b) An individual practitioner may
administer or dispense directly a con-
trolled substance listed in Schedule III,
IV, or V in the course of his/her profes-
sional practice without a prescription,
subject to § 1306.07.

(c) An institutional practitioner may
administer or dispense directly (but
not prescribe) a controlled substance
listed in Schedule III, IV, or V only
pursuant to a written prescription
signed by an individual practitioner, or
pursuant to a facsimile of a written
prescription or order for medication
transmitted by the practitioner or the
practitioner’s agent to the institu-
tional practitioner-pharmacist, or pur-
suant to an oral prescription made by
an individual practitioner and prompt-
ly reduced to writing by the phar-
macist (containing all information re-
quired in Section 1306.05 except for the
signature of the individual practi-
tioner), or pursuant to an order for
medication made by an individual
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practitioner which is dispensed for im-
mediate administration to the ulti-
mate user, subject to § 1306.07.

[62 FR 13965, Mar. 24, 1997]

§ 1306.22 Refilling of prescriptions.
(a) No prescription for a controlled

substance listed in Schedule III or IV
shall be filled or refilled more than six
months after the date on which such
prescription was issued and no such
prescription authorized to be refilled
may be refilled more than five times.
Each refilling of a prescription shall be
entered on the back of the prescription
or on another appropriate document. If
entered on another document, such as
a medication record, the document
must be uniformly maintained and
readily retrievable. The following in-
formation must be retrievable by the
prescription number consisting of the
name and dosage form of the controlled
substance, the date filled or refilled,
the quantity dispensed, initials of the
dispensing pharmacist for each refill,
and the total number of refills for that
prescription. If the pharmacist merely
initials and dates the back of the pre-
scription it shall be deemed that the
full face amount of the prescription has
been dispensed. The prescribing practi-
tioner may authorize additional refills
of Schedule III or IV controlled sub-
stances on the original prescription
through an oral refill authorization
transmitted to the pharmacist pro-
vided the following conditions are met:

(1) The total quantity authorized, in-
cluding the amount of the original pre-
scription, does not exceed five refills
nor extend beyond six months from the
date of issue of the original prescrip-
tion.

(2) The pharmacist obtaining the oral
authorization records on the reverse of
the original prescription the date,
quantity of refill, number of additional
refills authorized, and initials the pre-
scription showing who received the au-
thorization from the prescribing prac-
titioner who issued the original pre-
scription.

(3) The quantity of each additional
refill authorized is equal to or less than
the quantity authorized for the initial
filling of the original prescription.

(4) The prescribing practitioner must
execute a new and separate prescrip-

tion for any additional quantities be-
yond the five refill, six-month limita-
tion.

(b) As an alternative to the proce-
dures provided by subsection (a), an
automated data processing system may
be used for the storage and retrieval of
refill information for prescription or-
ders for controlled substances in
Schedule III and IV, subject to the fol-
lowing conditions:

(1) Any such proposed computerized
system must provide on-line retrieval
(via CRT display or hard-copy print-
out) of original prescription order in-
formation for those prescription orders
which are currently authorized for re-
filling. This shall include, but is not
limited to, data such as the original
prescription number, date of issuance
of the original prescription order by
the practitioner, full name and address
of the patient, name, address, and DEA
registration number of the practi-
tioner, and the name, strength, dosage
form, quantity of the controlled sub-
stance prescribed (and quantity dis-
pensed if different from the quantity
prescribed), and the total number of re-
fills authorized by the prescribing prac-
titioner.

(2) Any such proposed computerized
system must also provide on-line re-
trieval (via CRT display or hard-copy
printout) of the current refill history
for Schedule III or IV controlled sub-
stance prescription orders (those au-
thorized for refill during the past six
months.) This refill history shall in-
clude, but is not limited to, the name
of the controlled substance, the date of
refill, the quantity dispensed, the iden-
tification code, or name or initials of
the dispensing pharmacist for each re-
fill and the total number of refills dis-
pensed to date for that prescription
order.

(3) Documentation of the fact that
the refill information entered into the
computer each time a pharmacist re-
fills an original prescription order for a
Schedule III or IV controlled substance
is correct must be provided by the indi-
vidual pharmacist who makes use of
such a system. If such a system pro-
vides a hard-copy printout of each
day’s controlled substance prescription
order refill data, that printout shall be
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verified, dated, and signed by the indi-
vidual pharmacist who refilled such a
prescription order. The individual
pharmacist must verify that the data
indicated is correct and then sign this
document in the same manner as he
would sign a check or legal document
(e.g., J. H. Smith, or John H. Smith).
This document shall be maintained in a
separate file at that pharmacy for a pe-
riod of two years from the dispensing
date. This printout of the day’s con-
trolled substance prescription order re-
fill data must be provided to each phar-
macy using such a computerized sys-
tem within 72 hours of the date on
which the refill was dispensed. It must
be verified and signed by each phar-
macist who is involved with such dis-
pensing. In lieu of such a printout, the
pharmacy shall maintain a bound log
book, or separate file, in which each in-
dividual pharmacist involved in such
dispensing shall sign a statement (in
the manner previously described) each
day, attesting to the fact that the refill
information entered into the computer
that day has been reviewed by him and
is correct as shown. Such a book or file
must be maintained at the pharmacy
employing such a system for a period
of two years after the date of dis-
pensing the appropriately authorized
refill.

(4) Any such computerized system
shall have the capability of producing a
printout of any refill data which the
user pharmacy is responsible for main-
taining under the Act and its imple-
menting regulations. For example, this
would include a refill-by-refill audit
trail for any specified strength and dos-
age form of any controlled substance
(by either brand or generic name or
both). Such a printout must include
name of the prescribing practitioner,
name and address of the patient, quan-
tity dispensed on each refill, date of
dispensing for each refill, name or
identification code of the dispensing
pharmacist, and the number of the
original prescription order. In any
computerized system employed by a
user pharmacy the central record-
keeping location must be capable of
sending the printout to the pharmacy
within 48 hours, and if a DEA Special
Agent or Diversion Investigator re-
quests a copy of such printout from the

user pharmacy, it must, if requested to
do so by the Agent or Investigator,
verify the printout transmittal capa-
bility of its system by documentation
(e.g., postmark).

(5) In the event that a pharmacy
which employs such a computerized
system experiences system down-time,
the pharmacy must have an auxiliary
procedure which will be used for docu-
mentation of refills os Schedule III and
IV controlled substance prescription
orders. This auxiliary procedure must
insure that refills are authorized by
the original prescription order, that
the maximum number of refills has not
been exceeded, and that all of the ap-
propriate data is retained for on-line
data entry as soon as the computer sys-
tem is available for use again.

(c) When filing refill information for
original prescription orders for Sched-
ule III or IV controlled substances, a
pharmacy may use only one of the two
systems described in paragraphs (a) or
(b) of this section.

[36 FR 7799, Apr. 24, 1971; 36 FR 13386, July 21,
1971. Redesignated at 38 FR 26609, Sept. 24,
1973, and amended at 42 FR 28878, June 6,
1977; 45 FR 44266, July 1, 1980; 52 FR 3605, Feb.
5, 1987; 62 FR 13966, Mar. 24, 1997]

§ 1306.23 Partial filling of prescrip-
tions.

The partial filling of a prescription
for a controlled substance listed in
Schedule III, IV, or V is permissible,
provided that:

(a) Each partial filling is recorded in
the same manner as a refilling,

(b) The total quantity dispensed in
all partial fillings does not exceed the
total quantity prescribed, and

(c) No dispensing occurs after 6
months after the date on which the
prescription was issued.

[36 FR 18733, Sept. 21, 1971. Redesignated at
38 FR 26609, Sept. 24, 1973, and amended at 51
FR 5320, Feb. 13, 1986; 62 FR 13965, Mar. 24,
1997]

§ 1306.24 Labeling of substances and
filing of prescriptions.

(a) The pharmacist filling a prescrip-
tion for a controlled substance listed in
Schedule III, IV, or V shall affix to the
package a label showing the pharmacy
name and address, the serial number
and date of initial filling, the name of
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the patient, the name of the practi-
tioner issuing the prescription, and di-
rections for use and cautionary state-
ments, if any, contained in such pre-
scription as required by law.

(b) The requirements of paragraph (a)
of this section do not apply when a
controlled substance listed in Schedule
III, IV, or V is prescribed for adminis-
tration to an ultimate user who is in-
stitutionalized: Provided, That:

(1) Not more than a 34-day supply or
100 dosage units, whichever is less, of
the controlled substance listed in
Schedule III, IV, or V is dispensed at
one time;

(2) The controlled substance listed in
Schedule III, IV, or V is not in the pos-
session of the ultimate user prior to
administration;

(3) The institution maintains appro-
priate safeguards and records the prop-
er administration, control, dispensing,
and storage of the controlled substance
listed in Schedule III, IV, or V; and

(4) The system employed by the phar-
macist in filling a prescription is ade-
quate to identify the supplier, the
product and the patient, and to set
forth the directions for use and cau-
tionary statements, if any, contained
in the prescription or required by law.

(c) All prescriptions for controlled
substances listed in Schedules III, IV,
and V shall be kept in accordance with
§ 1304.04(h) of this chapter.

[62 FR 13965, Mar. 24, 1997]

§ 1306.25 Transfer between pharmacies
of prescription information for
Schedules III, IV, and V controlled
substances for refill purposes.

(a) The transfer of original prescrip-
tion information for a controlled sub-
stance listed in Schedules III, IV or V
for the purpose of refill dispensing is
permissible between pharmacies on a
one time basis only. However, phar-
macies electronically sharing a real-
time, on-line database may transfer up
to the maximum refills permitted by
law and the prescriber’s authorization.
Transfers are subject to the following
requirements:

(1) The transfer is communicated di-
rectly between two licensed phar-
macists and the transferring phar-
macist records the following informa-
tion:

(i) Write the word ‘‘VOID’’ on the
face of the invalidated prescription.

(ii) Record on the reverse of the in-
validated prescription the name, ad-
dress and DEA registration number of
the pharmacy to which it was trans-
ferred and the name of the pharmacist
receiving the prescription information.

(iii) Record the date of the transfer
and the name of the pharmacist trans-
ferring the information.

(b) The pharmacist receiving the
transferred prescription information
shall reduce to writing the following:

(1) Write the word ‘‘transfer’’ on the
face of the transferred prescription.

(2) Provide all information required
to be on a prescription pursuant to 21
CFR 1306.05 and include:

(i) Date of issuance of original pre-
scription;

(ii) Original number of refills author-
ized on original prescription;

(iii) Date of original dispensing;
(iv) Number of valid refills remaining

and date(s) and locations of previous
refill(s);

(v) Pharmacy’s name, address, DEA
registration number and prescription
number from which the prescription in-
formation was transferred;

(vi) Name of pharmacist who trans-
ferred the prescription.

(vii) Pharmacy’s name, address, DEA
registration number and prescription
number from which the prescription
was originally filled;

(3) The original and transferred pre-
scription(s) must be maintained for a
period of two years from the date of
last refill.

(c) Pharmacies electronically access-
ing the same prescription record must
satisfy all information requirements of
a manual mode for prescription
transferral.

(d) The procedure allowing the trans-
fer of prescription information for re-
fill purposes is permissible only if al-
lowable under existing state or other
applicable law.

[46 FR 48919, Oct. 5, 1981. Redesignated and
amended at 62 FR 13966, Mar. 24, 1997]

§ 1306.26 Dispensing without prescrip-
tion.

A controlled substance listed in
Schedules II, III, IV, or V which is not
a prescription drug as determined
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under the Federal Food, Drug, and Cos-
metic Act, may be dispensed by a phar-
macist without a prescription to a pur-
chaser at retail, provided that:

(a) Such dispensing is made only by a
pharmacist (as defined in part 1300 of
this chapter), and not by a nonphar-
macist employee even if under the su-
pervision of a pharmacist (although
after the pharmacist has fulfilled his
professional and legal responsibilities
set forth in this section, the actual
cash, credit transaction, or delivery,
may be completed by a nonphar-
macist);

(b) Not more than 240 cc. (8 ounces) of
any such controlled substance con-
taining opium, nor more than 120 cc. (4
ounces) of any other such controlled
substance nor more than 48 dosage
units of any such controlled substance
containing opium, nor more than 24
dosage units of any other such con-
trolled substance may be dispensed at
retail to the same purchaser in any
given 48-hour period;

(c) The purchaser is at least 18 years
of age;

(d) The pharmacist requires every
purchaser of a controlled substance
under this section not known to him to
furnish suitable identification (includ-
ing proof of age where appropriate);

(e) A bound record book for dis-
pensing of controlled substances under
this section is maintained by the phar-
macist, which book shall contain the
name and address of the purchaser, the
name and quantity of controlled sub-
stance purchased, the date of each pur-
chase, and the name or initials of the
pharmacist who dispensed the sub-
stance to the purchaser (the book shall
be maintained in accordance with the
recordkeeping requirement of § 1304.04
of this chapter); and

(f) A prescription is not required for
distribution or dispensing of the sub-
stance pursuant to any other Federal,
State or local law.

[36 FR 7799, Apr. 24, 1971, as amended at 36
FR 18733, Sept. 21, 1971. Redesignated at 38
FR 26609, Sept. 24, 1973, and further
redesigated and amended at 62 FR 13966, Mar.
24, 1997]

PART 1307—MISCELLANEOUS

GENERAL INFORMATION

Sec.
1307.01 Definitions.
1307.02 Application of State law and other

Federal law.
1307.03 Exceptions to regulations.

SPECIAL EXCEPTIONS FOR MANUFACTURE AND
DISTRIBUTION OF CONTROLLED SUBSTANCES

1307.11 Distribution by dispenser to another
practitioner.

1307.12 Distribution to supplier.
1307.13 Incidental manufacture of controlled

substances.

DISPOSAL OF CONTROLLED SUBSTANCES

1307.21 Procedure for disposing of controlled
substances.

1307.22 Disposal of controlled substances by
the Administration.

SPECIAL EXEMPT PERSONS

1307.31 Native American Church.

AUTHORITY: 21 U.S.C. 821, 822(d), 871(b), un-
less otherwise noted.

SOURCE: 36 FR 7801, Apr. 24, 1971, unless
otherwise noted. Redesignated at 38 FR 26609,
Sept. 24, 1973.

GENERAL INFORMATION

§ 1307.01 Definitions.

Any term contained in this part shall
have the definition set forth in section
102 of the Act (21 U.S.C. 802) or part
1300 of this chapter.

[62 FR 13966, Mar. 24, 1997]

§ 1307.02 Application of State law and
other Federal law.

Nothing in this chapter shall be con-
strued as authorizing or permitting
any person to do any act which such
person is not authorized or permitted
to do under other Federal laws or obli-
gations under international treaties,
conventions or protocols, or under the
law of the State in which he/she desires
to do such act nor shall compliance
with such parts be construed as compli-
ance with other Federal or State laws
unless expressly provided in such other
laws.

[62 FR 13966, Mar. 24, 1997]
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